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- DEPARATMENT OF hE&TH &ND tVJNa)u sERVKgs 
PUSUC HGALTH SERVICE 

FOOD AND GROG A~MINISTR~TJON 
I 

. . . . -.-....--1 . - . . . . . . . . . . . . . . 1. - 

FROM a CFR lO4QllW FOR A 
LASER LIGHT WOW, DISPLAY, 

OR DEVICE 

_ a. LI!ST NAME 4FrPtOFJ MQDEL humaCR(S) FOR ThE ursEP LIGHT !WOwtS) AND PROJECTOR& 

OMNISCAN Laser Projection System, Model 2000 serks 

C. q PROJECTORS &RE INTEvPED FOR SALE. LEASE. OP WAN TO OTnER 
LnSER LJGWT SNOW PRQDuCERS 

m QU’lDooR ARENA 

0 WeiEIIM 

a OUTDOOR UNENCLOSED nREr 

q OTHER (i,wrrq 

9 IF ANV LASER RPQIA~IQJu IS PULSED OR SCarrwEO. GwE bE PULSE CuRA~lGh r&D RATE AND !%4nnuG FuEOvEnCI A&D AMPLITUDE 

Please refer to attachments 344zE 

10 l=iEAs0N FQR AEQuES3hC VAl8IAhcE 
x COMPLIANCE WITS The LIMITS OF 21 CfR We0 !11q rrrrOucD RESTRICT ThE IkT~N~~p USE Of :ptZ PIWDIJCT 6ECauSE CoCPLIPhcE WOULO LIMIT TnEPulFuT 

POWER TO TnE ~rfQuf ;pmT TnE PESIRED EFFECTS WON2 NOT BE SUFW~ENTLT WSiSLE 

FORh FDA 3147 \1187J 



a. B ALL, bSER PRODUCTS. SVmEnS, SkOwS, AND PROJECTORS WILC BE CEmFiED TO ColrlPLY WITh 2’1 CFR 109a.lo AND TnE COFUDI- -- 
tioN3 OF TnlS VARIANCE AND WILL BE REpOR= AS REOurPED BY 21 CFR la02-10 Ah0 lw2.12 UBlplG Ti7E REwRTlhG GVIPBS PRO- 
VIPED FOR SUCH PURPOSE. TM&E ACIlons *KC BE ACCOYPUSMED PRIOR TO AM II~TRODUCTION INTO COnrwERCh s 

p. @ E,=FBCJ3 NOT SPECIFICALLY INDICATED IN Tnrs vlfi(~NCE APPLlC4TiON w&L Iv01 BE PERFORMP. NO alhER EFFECTS WILL BE 
ADQEP UNTIL PFI AmErvPmEhTTo THE VARIANCE HAS BEEN OBTAINM AND TnE REQU@EP REPORT3 OR SUPPLEMENTS. AS 
AfPf.,&A~LE. NAVE BEEN SfJbMmED. 

a, 0 USER ~~ADIATJON LEVELS IN EXCESS OF TnE LIMITS OF C-58 I WILL NOT BE PEAMlTTED AT AN’r POINT LESS TnAw 3.0 hJIE% MOVE 
ANY suRf%cf UPOIU vbfl(ch PfRSQfi$ OThm THAN OPERATORS, PERFORMERS. OR EMPLOYEES ARE PERMIVED TO -ANO OR 2 5 
MFTERS L)ELOW OP IN LA-ERPL SEP~RA~ON FROM APUY PLACE WiiERE SUCh PERSONS ARE PERMiTTEP TO BE- OPER4TQRS. 
PERFORMEPS, AND E~FLOYEES WILL NOT BE REQUIRED OR AkoWEo m VIEW RADbTl- AtiOVE THE LiMirS OF Cw I OR 8E 
ErPQSEP TO‘R&mTION ABOVE TrE LIP~~TS SFECIFIED IN 21 CFR l-0.1 t&E 

e, M ANT PRODUCT WnrCH RWZS ON SC~krjuG TO MER ACCESS, EXPOSURE OR PRODUCT CUISB !dhitS WILC. rkCORPORnTE A SCAhhWG 
SAFEGUAPP SYSTEM Wnlch DIRECTLY SENSES SCANNER MOTION AND \rupllcn WILL PEUT PAST ENC)UGw TO PPECLUDE EXBEDINC 
TnE &PPLICAEILE LIMIT. 

1. m ALL LASER bGnl Shows SHALL 85 UNDER m% DIRECT AhD PER3ONPL CONTROL OF 7RAlNt=, CO~&=ETEHT OPERPTOR(S]. TnE 
OPER(rlOR(S] vrrw 

(11 IMwEDIATEL~ TEFHIIuA~E ThE EMMISSION Of LiGnT Snow PADUrnON rN THE EkEhUT OF aNI w%FE COruOlT’rCW 

-- 

8. @ TnE HAXIM~M LASER PROJECTOR OUTPUT POWER WILL Nat EXCEED ThE LEVEL REQUMP TO OBTAIN TnE INTENDED EFFECTS. 

n. a TnE PRQJXTIOIY Sy3TEbl fl.E, TnE PRoJGCTOit &UP ALL oTnfR COWfONENn uSED TO Pf?OPUCE TnB LIGHTING EFFERB) *nrlbL BE 
SECURELY HO~JNTEP OR IMMOBILIZED 10 PREVENT LININTE~PEP MOVEMENT OR MISALIGNMENT. BEAM ~JM\T~RS WILL r)% PROVIDED 
AS 4~ INHERENT PART OF THE SYSTEM DESIGN To PREVENT ~VERRbLlkG OF SCREENS, Tim STOPS. TARGETS, ETC. 

1. m cn5ER PROJ=ToRS WILL NOT f3E DELavERED TO 4NI OmER f’Am UNDER 4N AGREEMENT OF SALE. LEASE. OR LOAN uNLES5 ArvD : 
unT1~7r~ RECIPIENT DE~ONSTPATES ThrT ThEf nave A VARIANCE IN EFFECT ~TT~ETIME OP PELWERT ThAT PEPMIT~ ThEM TCJ 
PRQDUCE LASER LlGnT ShQwS lNCORPOflATiNG SuCfl PROJECTOR. 

1. E IN ADDltlbn TO THE REQUIREMENTS OF 21 CFR ‘1044 lqnr, TnE tiaNUF&mREA OF LnSER PROJLCT6RSrjlSTEhS WILL PROVIDE TP 
PARTIES WHO PuRCnaSE. ~E#d56. OR EKV?ROw THE EQu\PMEpT, ADEQUATE USER’S lhSTRUC7lQhS FOR S&FE lh5tAb-TlON ANo 

OPEPATIOIV ArvD wnitn E%PLSIN ThE RESPC~NSII~ILKY OF THE RECIPIENT AS AN INDEPENDENT LIGHT Snow MAWFACTURER TO 
SUEl~lT TnE PEUuU?ED REPORTS END APPLY FOR 4NP OEbTAlN A UARIA~CE FROhr CDRn PRIOR TO INTPOPUCTION INTO COFJIWERC:E Of 
Ah 7 USi% LIC nT %lOW%- 

h. E WE REOUIREMNP OF BI CFP IrJ02,3qa~r~ AND ra) WILL f3E ~Cco~Pn5nED TnROuGn ThE USE OF WRITTEN PROCEDURES FOR SETUP 
wGNMENT, TESnruG. AND PERFOPMANCE aF E&n swow TmfSE PROCEDURES *ILL BE m 5uFF1CtEnt DETAIL To ENS&WE COti- 
PuA~YCE WITH al CFR 1040.10. ThE COYP~TIONS OF thlS vnpi~hCE. ANP hE CO~TRQL OF ACCESS TO RAOIATIO~I AREAS USING TnE 
PROCEDURES DESCRIBED IN TnE ANSI Z136.1 STA~OARO FOR TmE SAFE USE OF ~45ER5 (AMERICAN NATlOk% STahOnRpS IWSTITU~ 
1430 ~POADIFJAI. pEW TORR. IYT lac)lI)) OR ANI OThER tquwA~Er+T USER CONSEkSuS STAruOaRP AND, wrrfAE APPLICABLE. STATE OR 

LOCAL REOUF~EMEI’JT~. LASER RADIATION PREAS vvnlcn CAN CDNTMN RADlAmN LEvEG ABOVE TnE LlrytTS SPECiFiED IN Zr CFR 
I@@.\ l(c), vy1t.L BE CL&RLY IDfhTIFiED BY T~IE POSTi& OF *ArPRNlNG SIGhS 4NDt0R AE5TRKT,i’& ACCESS TnRDtiGn PhTSG& 
JEANS \SUCH AS PRES$uRE: S*lTChES P~~OTOCELLS, BA#@IERS. GUARDS- ETC.]- THESE REQuIF~EMENTS apply TO TEbPOAAAy ARUS 
1Sld21 As DUFilNQ SR UP @hD -L~8nrnEht PROCEE)LRES~ ANO TO FINAL OR PE.PM@NE~uT AMPS. THE VARIANCE iqOrPER VNN(LL f?gT;rtn 
TnE RECOROS OF ThESE PPaCBDrRES ASP TnE RESULTS QF auTEST5 AS REOulREP BY 21 CFR 1042.31 A COPr OF Tn6 VAI+A~&~ 

~PPLICPTION. THE WPROvnL LMER. CURRENT pROceaupE5. AND RECoRDs REUITIWG TO EACn PrrRT)CburR SHOW WILL BE WITII 

TnE OPERATOR OR OTHER RESPONSIBLE \hPlviDuAL ANO WILL BE tiAOE AWA~LPBLC FOR ~NSPE.C=TION 61 FDA ANO OTxER REsPONSI- 
Bt.E AUTHORITIES- 

FORM FPP 3147 (3r87-1 
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Please refer to attachments H - K 
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CERllFICATlOJ 

I CEXnFY :nac all at the above lnformat~ori ana swsmcnls Are me. comprera. and c0nect IO me b83t 01 my knowecge ana acrnowkoge mar my 

rarmce aPpl~caw?n n-tar De OenlEU w mr aflance mav De ICWO~CQ of lrws a~~ltcabon bs touna to Pe larse. malcr0tng , cr incorreq In any mawsr dar. 
I ns-2 cibc3mwea ana 41 suomlr au reporir rewaea oy 21 CFR r00210 ana 100212 on me ~asar equ8oment an0 0ncwsb 1 turtner unaersw7a tnat 1 

mar De3 reauwtw I37 re~lrra~mn or 0~ me Owecror. Center IOI OWWXI~ ana Raatoiogrcnr Heairh 10 s~lpp~q r~cn crncc inTOrm@rlO~ as ma7 ae neceswf (0 

e-aware am acr on mts apphcfmon. 

17 TITLE 


